Dr.Reddy’s ":‘.

Or. Reddy's Lahoratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Raddi,
Distt. Solan, H.P,, 173 205, IND1A
Tel: +91 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A
Product : Nise gel 1%, 50 g
Mpoayxr: Haiis®, rens ans vapysxxoro npumenenus 1%, 50 r
Market / Poinok : Russia / Poccus
Batch No. / . V260277 Batch Quantity / . 23404.000 units /
Cepus Ne : Pasmep cepun © 23404.000 exnHun
Analytical Repovrt No./ . 890001877647 Date of Analysis / . 21.04.2026
AnajgntHyecknii oruer Ne JaTa anaJjau3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029
JlaTa npoH3BOACTBA T'ogen po
Mfg. License No. /
IIpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuneH3ns Ne

Analysis performed according ND No / Anasnus nposenen no H/I Ne: JITI-Ne(001198)-(PT'-RU)-050525

Ne

Test / Iloka3zarenn

| Result / PesyabTathl

Specification / Hopma

1 Appearance / Onncanue

Clear homogenous yellow gel,

free fromClcar

particulate matter / OgHoponHBIi npo3paqumyellow

ek JKENTOoro
MOCTOPOHHUX YaCTHL]

LBETA,

CcBOOOIHEBIH

oTpartlculate matter / OAHOPOHBIH PO3pAUHBIi I'elib!
OT CBETJIO-XKEJITOTO O XKEJITOTO LIBETa, CBODOAHbIN
OT NOCTOPOHHUX YaCTHI]

light
from

homogenous

to yellow gel, free

[dentification /
HUaentudnxanus

HPLC / BOXXX

The retention time of the main peak in the
chromatogram of test solution should
corresponds to the retention time of the main
peak in the chromatogram of nimesulide

The retention time of the main peak in the
chromatogram of test solution should correspond to
the retention time of the main peak in the
chromatogram of nimesulide reference standard

reference standard solution / Bpewms solution (section Assay). / Bpems ynepkupaHus
\YAEpXHBAHMS ~ OCHOBHOTO  TUKa  Ha OCHOBHOIO IHKA HA XPOMATOrPamMMe HCIBITYEMOrO
XpOMaTorpaMMe  MCTBITYEMOTO  pacTBOpa pacTBOpa MAOMKHO COOTBETCTBOBATH BPEMEHH
COOTBETCTBYET  BPEMEHM  YAEPXKMBAHMA YAEPHKHMBAHHA OCHOBHOI'O [NHKa HAa XpOMaTOrpaMme
OCHOBHOIO  MHKa Ha  XpOMarorpaMMme PacTsopa cTaHjapTHoro obpasua HUMecynWjaa
pacteopa CTaH#apTHOroO obpasua (pazgen «KonuyecTBEHHOE OnpeesieHHe)
HUMECYJIHAA ‘

3 |Weight of package contents / ‘According to the requirements. Not less than 50 g

Macca coaepKHMOro 50g/50r / B cooTBeTcTBMM ¢ TpeGoBaHusamu. He menee 50
NAKOBKH r

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[Ipumeuanne: IIpoayxT coorsercTByeT Tpeboanmnam HJL 3aksrouenue: OIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

[oaroroeseno: [Tposepeno: } IMpoeepeno (AOK): OqupeHo O6ecneqeune kauyecTBa/OTBETCTBEHHOE

Ashish Kumar Pravesh Rana s Ajay Kumar Srivastava  |[nuuor 42y oA oA

o ) Pl iy
= Yo
Date / Date / Date / Date / V/ ')".)/D %
Jata: 21.04.2026 Jata: 21.04.2026 Jlata: 21.04.2026 Jlara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com

CIN: .85

G195AP1884PLCO04507

www.drredadys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboiatories Lio
Forrmulation Uit

Viil. Khol, Nalagarh Roed, &
Distt, Solan, H.P, 172 205 [NidA
Tel : +91 98166 56001-02
www,drreddys.com

o,

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g

N ponykt: Haitz®, rens ans napyxHoro npumenenns 1%, 50

Market / PbiHOK : Russia/ Pocens

Batch No./ . V260277 Batch Quantity] . 23404.000 units /
Cepus Ne ’ Paszmep cepun © 23404.000 equnnu
Analytical Repovrt No./ . 890001877647 Date of Analysis / . 21.04.2026
AHanuTHYecKHii oTuer No Jara ananau3za

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BoACTBA T'ogen go

Mfg. License No. /

IIpouseoacTeeHnasn : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND No / Anaans nposesen no HJL Ne: JITI-Ne(001198)-(PI'-RU)-050525

4 pH

| 5.1

4.6106.0/014,6 10 6,0

5

Related substances /PoacTBeHHBIe MpHMeECH

1) Impurity A / [lpumecs A

Below LOD (LOD = 0.02 %) / Huxe npenena
obHapyxenus (ITO = 0.02 %)

1) Not more than 0.2 % / ne 6onee 0,2 %

/ EmUHUYHAas
HeuaeHTUUUUpPOBaHHAS
[IPUMECH

Below LOQ (LOQ = 0.1 %) / Hwxe npenena
konmuecTBeHHoro onpeaeneHus (TIKO = 0,1%)

2) Impurity B/ [Ipumecs B Not detected / He o6HapyxeHa

2) Not more than 0.2 % / He 6onee 0.2 %
3) Impurity C/ Ilpumecs C Not detected / He o6Hapy>keHa 3) Not more than 0.2 % / ne 6onee 0,2 %
4) Impurity D / [Tpumecs D Not detected / He o6HapyxeHa 4) Not more than 0.2 % / ne 6onee 0,2 %
5) Impurity E / Ilpumecs E Not detected / He 06Haioy>1<eHa 5) Not more than 0.2 % / He Gosee 0,2 %
6) Impurity F / Ilpumecs F Not detected / e o6HapyxeHa 6) Not more than 0.2 % / He 6onee 0,2 %
7) Highest Unknown Impurity 7) Not more than 0.2 % / ve 6o5ee 0,2 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanuaM HJI 3akaouyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moaroroenexo: [posepeHo: Iposepeno (AOK): Onobpenq: ObecneueHue kauecTBa/OTBETCTBEHHOE
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava  |{nuwo: By ‘COV"?W\

_@‘L/ & —:C\w), %MD o
Date / Date / Date / Date / : = dpq’b
Jara: 21.04.2026 Jara: 21.04.2026 Jara: 21.04.2026 Jara: =

Registarad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad

Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Emall: mail@drreddys.cam
CIN: i85195AP1984PLCDO4507
www. drreddys.com

500034, Telangana, India




Dr.Reddy’s Q':'.

Dr. Reddy's Labicratories i
Formulation Unit-G

Vill. Khol, Nalagarh Road, faddi,
Distt, Solan, H.P., 173 205, iMidA
Tel : +91 98166 600107
www.drreddys.coim

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Nise gel 1%, 50 g
I poaykr: Haiiz®, rens as Hapyxsoro npumenenus 1%, 50

JHLeH3Ha Ne

Market / PoiHok : Russia / Poccus

Batch No. / . V260277 Batch Quantity / . 23404.000 units /
Cepus Ne ) Pazmep cepun " 23404.000 eauuun
Analytical Repovrt No./ . 890001877647 Date of Analysis / . 21.04.2026
AHanuTnyeckuii oryer Ne HAara ananauza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JaTa npoussoacTsa Tonen go

Mfg. License No. /

IMpousBoacTBeHHAas! : MNB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PT"-RU)

Analysis performed according ND No / Anaans nposeaexn no HJL Ne: JIII-Ne(001198)-(PI'-RU)-050525

CymMma npumeceii

8) Total impurities /

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpPeAeIeH s

8) Not more than 1.5 % / He 6onee 1,5 %

6 |Microbial contamination* / Mu

KpoOuoJioruyeckas yucerora*

O0111ee KOITUYECTBO

|Total aerobic microbial count /

YKU3HECTIOCOOHBIX a3pOOHBIX

Not more than 10? CFU/g /
He 6onee 10? KOE/r

Ashish Kumar

Pravesh Rana

Ajay Kumar Srivastava

NA
MHKpPOOPraHU3MOB
|

Total combined yeasts/molds | NA Not more than 10' CFU/g /

count / ObLiee yucsno He 6onee 10' KOE/r

\TPOAOKEBHIX W MJIECHEBBIX

rpubos

Pseudomonas aeruginosa - Absent in 1 g/ Otcytcteue B 1 ¢

Staphylococcus aureus NA Absent in 1 g/ OtcyrctBue B 1 r
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: IIpoaykT cooTBeTCTRYET TpeboraHuam HJ| 3arxmoyenue: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarotoBneHo: [Ipoeepeno: Ipoeepeno (AOK): OpoGpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE

STHLO: @'TJ'M \COMI wa

L2Y

|Date /

Jara: 21.04.2026

Date /
Jara: 21.04.2026

Dy

Jlata: 21.04.2026

Da;e /
Jlara;

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com
CIN: L85195AP1984PLCO04A50G7

www.drreddys.com



Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Labaratories |
Formulation Unit-6

Vill. Khol, Nalagarh Road, ftaidi
Distt. Solan, H.P., 173 200, 1IN
Tel : 481 98166 56001 -
www.drreddys.com

Product : Nise gel 1%, 50 g

M poaykt: Haiiz®, rens ans vapyxxHoro npumeHenus 1%, 50 r
poay Py Y

Market / PoiHok : Russia / Poccus

Batch No. / . V260277 Batch Quantity / . 23404.000 units /
Cepus Ne E Pa3zmep cepuu * 23404.000 eamHUL
Analytical Repourt No./ . 890001877647 Date of Analysis / . 21.04.2026
AHanuTHyeckni otuet Ne JlaTa ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npousBoacTBa T'oaen ao

Mfg. License No. /
IIpouszsoacTBeHHas
Junen3ua Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001198)-(PT-RU)

Analysis performed according ND No / Auasns nposenen no HJI Ne: JITI-Ne(001198)-(PI'-RU)-050525

7  |Assay / KoqnuecTBeHHOe
onpegeneHue

10.06 mg /10,06 mr

9.0 to 11.0 mg of C;3H;2N2OsS (nimesulide) per
1 g of the product /
Ot 9,0 mo 11,0 mr C13H;2N>05S (Humecynun) B 1

I npemnapara

8 Package / YnakoBka

50 g in a laminated aluminum tube equipped
with tamper-evident membrane. 1 tube and
patient information leaflet (package insert) in a
carton. /

[lo 50 r B TYy0y w®3 JaMHUHMPOBAHHOIO
anmoMUHKA, cHaOxeHHy0 MeMmOpaHOH s
KOHTpONA TepBoro BckpbiTug. ITo 1 TyGe B
nauKy KapTOHHYIO C WHCTpyKUMEH 1o
MPUMEHEHHIO (THCTKOM-BKIA/bIIEM).

50 g in a laminated aluminum tube equipped with
tamper-evident membrane. 1 tube and patient'
information leaflet (package insert) in a carton. /

[To 50 r B Ty6y U3 TaMMHHPOBAHHOTO aTIOMHUHHS,
cHabxkeHHyo MeMOpaHO# A KOHTPOJIA MepBOro
BekpuiTHA. [To 1 TyGe B nauyky KapTOHHYH C |
HHCTPYKLMEH 1o

MPHMEHEHHIO

BKNA/LILLIEM).

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The

test may be absent in the in-house certificate of analysis./

* [IpoBOAMTCS NPOU3BOAUTEINIEM MPU BBITTYCKE NMEPUOAUHECKH (C UHTEPBAIOM B OJHO UCITEITAHUE Ha 20 cepuii unu He Menee 1
P

pasa B ron). [Tokazarenb MOXeT ObITh HE BKIIIOUEH B CEPTUMHUKAT aHanu3a Gupmel.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanue: [Iponykr coorercTByeT Tpebosanusm HJI 3axmouenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IMposepeHo: ITpoeepeno (AOK): Onobpeno: ObecrnieueHue kauecTBa/OTBETCTBEHHOE
Ashish Kﬁg‘ar Pravesh Rana Ajay Kumar Srivastava JIHLIOY : b ‘COM-: wA

Date / Date / Date / Date /

Jara: 21.04.2026 Jlara: 21.04.2026 Jlata: 21.04.2026 Jlara:

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLCO04507
www.drredays.com



Dr.Reddy’s ":’.

Dr. Reddy's Labotataiies Li
Formulation Unit-6

Vill. Khol, Nalagarti 2oad, 9
Distt, Solan, H.P., 173 205, IMIA
+91 98166 K601 (02
www.drreddys.com

Tel .

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Nise gel 1%, 50 g

I poaykr: Haiiz®, rens ans HapyskHoro npumenenus 1%, 50

Market / PoiHOK : Russia / Poccus

Batch No./ . V260277 Batch Quantity / . 23404.000 units /
Cepust Ne ) Pasmep cepnn " 23404.000 exuuuL
Analytical Repourt No./ . 890001877647 Date of Analysis / . 21.04.2026
AHaauTHYecKHii oTyeT Ne JlaTta ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JaTa npon3BoacTBa T'onen ao

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(001198)-(PI™-RU)

auuen3un Ne

Analysis performed according ND No / Ananu3 nposeaen no HJ Ne: JIHI-Ne(001198)-(PI'-RU)-050525

API name / HaumenoBauue ADC:

Nimesulide / Humecynung

INN / MHH:

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepuu npouspoautesa ADC:

MS-1A-243031-M1

FP Manufacturer API Batch number /
Homep cepyuu cy6eranuuu npoussoautes I'JID:

FERA00717

API Manufactured by & country /
IIpounseoaurens ADC, crpana:

Mangalam Drugs and Organics Ltd., India /
Masnranam [par3s saa Opranukc JIta., Maaus

Name, address, authorization No for P
manufacturing site / Control site / Release site /
HaumeHnoBaHue, agpec U HOMep JHIEH3HH
IUIOINAAKH, OCYLIecTBASIOL e

IIpoussoact
Poyn, banau,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan
(HP) 173205, India (license No MNB/05/263). /

BEHHOE Tozipazenenue-6, Bumi. Kxonbs, Hanarapx
Huctpukt Conan, X.I1., 173205, Uaaus (JIuueHsus
No MNB/05/263).

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established». /

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoaykr cooTBeTcTBYeT TpeboBanuaM HJJ

Conclusion : APPROVED /
Sakauenue: OJJOBPEHO

Prepared by /
[ToaroroneHo:
Ashish Kumar

oy

Checked by /
[Mposepeno:
Pravesh Rana

Checked by (AQA) /
ITpoeepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecnedeHne kauecTsa/OTBETCTBEHHOE

Date /
JlaTa: 21.04.2026

Date /
Jlata: 21.04.2026

A
Date /

Jlata: 21.04.2026

mo: () 210 \comina 09
| 15250

q})

Date /
JlaTa:

=

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drieddys.com
CIN: L85195AP1984PLCO045C7

www.drreddys.com




Dr.Reddy’s Q’:'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Nise gel 1%, 50 g
Ipoaykt: Haiiz®, rens uis HapyxHoro npumenenus 1%, 50 r
Market / Poinox : Russia / Poccus
Batch No. / . V260277 Batch Quantity / . 23404.000 units /
Cepus Ne ’ Pasmep cepun " 23404.000 eaunun
Analytical Repourt No./ . 890001877647 Date of Analysis / . 21.04.2026
AHanuTHYeckHii oTueT Ne JlaTa aHaau3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029
JlaTta npon3BoacTBa T'open mo
Mfg. License No. /
IIpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY  : JIII-Ne(001198)-(PI'-RU)
auueH3zus No
Analysis performed according ND No / Anaaus nposeaen no H/ Ne: JITT-Ne(001198)-(PI'-RU)-050525

3akaroueHne o cooTseTcTBUH: «HacToAWMM st MOATBEPk/at0, YTO NPHUBEACHHAS BbILE HHAOPMALIUS SBASETCA JOCTOBEPHOM H TOUHOM.
OTa cepus MPOILYKIMH Mpou3BeleHa (BKIIOUas yrnakoBky (MapkUpOBKY) M KOHTPOJb KayecTBa) Ha BhILIEYKA3aHHON NPOU3ROACTBEHHOMN
nnomazake (MIomaaKax) B MOJHOM COOTBETCTBHMHU ¢ TpeboBaHuAMU IpaBuin Haanexalel Npou3BOACTBEHHON npakrukn Epasuiickoro
5KOHOMHYECKOTO COI03a M TpeOOBAHUAMH KOHTPOJI Ka4ecTBa ICKAPCTBEHHbIX CPENCTB, a TAKXKE B COOTBETCTBUM CO crieludUKaLUAMH,
COOEpalMMHUCA B PErMCTPallMOHHOM OOChE CTpaHbl-UMMOpTepa. 3arucH MO MPOM3BOACTBY, YMAKOBKE W aHAJIU3Y INPOBCPEHBI, W
YCTAHOBJIEHO WX COOTBeTCTBHME TpeboBaHUAM IIpaBun Hapnexauield NMPOU3BOACTBEHHOM NpakTHUKH EBpasuiickoro 3KOHOMHYECKOTO
cor03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanue: IIpogyxt coorBercTByeT TpeboBanuam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moaroroenewo: [TpoBepeHo: [Mpoeepeno (AOK): Onobpeno: ObecnedeHue kauectBa/OTBETCTBEHHOE
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava  ||nuuo: @; \cous wa
b ' O

/ )0 \
Date / Date / Date / Date / ( 7/'1
Iata: 21.04.2026 Tata: 21.04.2026 Jara: 21.04.2026 [lara: ')/D






